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2a)D This action is FINAL. 2b)^ This action is non-final. 
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DETAILED ACTION 

Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-9, 10-15, and 21, drawn to anchoring element, classified in class 
606, subclass 61. 

II. Claims 16, drawn to method for manufacture, classified in class 470, 
subclass 9. 

III. Claims 17-18 and 19-20, drawn to method to perform, classified in class 
606, subclass 53. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions II and I are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make other and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case the product can be made via a mold, rather 
than cutting threads on the surface. 

Inventions III and I are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another materially different apparatus or by hand, or (2) the apparatus as 
claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case there are many different spinal fixation devices used for spinal 
surgery. 
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Inventions II and III are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In 
the instant case the different inventions are a method of manufacture (II) and a method 
or performing spinal surgery (III). 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, restriction 
for examination purposes as indicated is proper. 

This application contains claims directed to the following patentably distinct 
species of the claimed invention: 

a) Figure 1 and 2 

b) Figure 3. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1 and 21 are generic for species (a) and 
claim 10 is generic for species (b). 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

During a telephone conversation with Mark Garscia on February 6, 2006 a 
provisional election was made with traverse to prosecute the invention of I (apparatus) 
and species (a), claims 1-9 and 21. Affirmation of this election must be made by 
applicant in replying to this Office action. Claims 10-20 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention and species. 

Upon further examination, the examiner notes claim 9 recites the limitation of 
"polyaxial" which is not a feature in the elected species (which focuses on monoaxial). 
Thus, claim 9 is withdrawn from further consideration by the examiner as being drawn to 
a non-elected species. 
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Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 



Information Disclosure Statement 

A third-party submission has been filed under 37 CFR 1 .99 on November 22, 
2004 in the published application. 

To ensure that a third-party submission does not amount to a protest or pre-grant 
opposition, 37 CFR 1 .99 does not permit the third party to have the right to insist that 
the examiner consider any of the patents or publications submitted. Furthermore, if the 
submission or part of the submission is not in compliance with 37 CFR 1.99, that 
noncompliant submission or part thereof will not be entered in the application file. 
Therefore, unless the examiner clearly cites a patent or publication on form PTO-892, 
Notice of References Cited and such reference is used in a rejection or its relevance is 
actually discussed during prosecution, consideration by the examiner of any patent or 
publication submitted in a third-party submission cannot be presumed. 

If the applicant wants to ensure that the information in a third-party submission is 
considered by the examiner, the applicant should submit the information in an IDS in 
compliance with 37 CFR 1.97 and 37 CFR 1.98. An individual who has a duty to 
disclose under 37 CFR 1 .56 should also submit any material information contained in a 
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third-party submission to the Office in an IDS in compliance with 37 CFR 1 .97 and 37 
CFR 1.98 to ensure such material information is properly disclosed to the examiner. 

Specification 

The abstract of the disclosure is objected to because there are several 
typographical errors, for example "in to" line 6 should be "into" and there are many 
unnecessary periods through out the abstract. Correction is required. See MPEP 
§ 608.01(b). 

The disclosure is objected to because of the following informalities: there are 
many typographical errors, for example "the receiving part comprising a U-Shaba" 
where it is supposed to read "U-shaped". Examiner highly suggests the applicant to 
proof read the application. 

Appropriate correction is required. 

Claim Objections 

Claims 1,4, and 7 are objected to because of the following informalities: these 
claims have several typographical errors, for instance in claim 1, line 7, applicant cites 
"red and two legs..." where red should be rod. Other typographical errors include: "ur" 
line 11 (removed), "front" line 14 (read as from), "find" claim 4 line 1 (read as first), 
"leaving" claim 4 line 2 (read as having or comprising), "Connection" claim 7 line 2 
(should be lowercase). Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 2, 5, and 7 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 recites the limitation "two legs" in line 7. There is insufficient antecedent 
basis for this limitation in the claim. 

Claim 2 recites the limitation "the depth of the thread" in line 2. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 5 recites the limitation "the anchoring element" in line 2. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 7 recites the limitation "the connection" in line 1. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1-5, 7, 8, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Harms et al. (US Pat 5873878). 

Harm discloses the claimed invention, having a shaft (2), a receiving part (3) that 
holds a rod (10) in a channel and has two legs (6, 7) and a first thread (8 or 9), a 
securing element (screw member or screw nut) (1 1 or 12) with a second thread, and an 
undercut (X in modified figure below) with an edge and a distance B (claim 1 , 3, 4, 5, 
and 21). Harm further discloses of having the invention with the undercut's depth at 
least the depth of the thread (claim 2), the connection between the shaft and receiving 
part is a monoaxial connection (claim 7), and the shaft and receiving part are an integral 
part (claim 8). Harm discloses the claimed invention except for having the distance A 
between the exterior end surface and the closest portion of the rod. It would have been 
an obvious matter of design choice to have a distance A, since such a modification 
would have involved a mere change in the size of a component. A change in size is 
generally recognized as being within the level of ordinary skill in the art. In re Rose, 105 
USPQ 237 (CCPA1955). 
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Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Harms et 
al. (US Pat 5873878) in view of Hall (US Pat 4041939). 

Harm discloses the claimed invention except for having the first and second 
threads being either metric threads, buttress threads, flat threads or a thread with 
negative load-bearing angle. Hall teaches of using anchoring elements with buttress 
threads, which allows the element to be firmly secured to the vertebrae (col 1:51-60). It 
would have been obvious to one skill in the art at the time of the invention was made to 
make an anchoring element of Harm with buttress threads in view of Hall in order to 
have a firmly secured anchor element. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 for art cited of interest. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John Kim whose telephone number is (571) 272-2817. 
The examiner can normally be reached on M-F 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



